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with such a program, the PTO should also consider an accelerated examination process, which
will help prioritize examination of inventions deemed critical. Such an accelerated examination
process could take advantage of search results from other jurisdictions, such as PCT search
results.

Rather than setting an arbitrary limit on the number of continuation applications that can be filed,
Amgen recommends that the PTO consider a fee-based incentive strategy to reduce the number
of continuation applications filed. For example, a graduated fee structure whereby filing and
examination fees for second and subsequent continuation applications and requests for
continuation are increased will force applicants to consider the value of the underlying invention
before filing a patent application. For inventions of great value, however, such a program will
not put inventors in the position of forsaking legitimate patent rights. A similar strategy has been
successful in reducing the number of claims per application.

In summary, Amgen opposes the proposed rules limiting continuation practice. The proposed
rules likely will not address the backlog concerns of the PTO. Given the prospect of
continuation applications being disallowed, applicants will undoubtedly be inclined to file more
applications of increasingly narrow scope. Such a narrow scope will make these applications
more difficult to examine because applicants will be prevented the opportunity to fully explain
their inventions in a single coherent document. In addition, Amgen believes the number of
patent filings will actually increase as a result of inventors filing all of their divisional
applications at one time. This creates an additional backlog in some of the art units that are
already among the busiest at the PTO. The proposed rules will further hamper examination by
potentially spreading “related” applications (narrow applications filed on the same day) among
different examiners, thereby diluting the knowledge each examiner has regarding a particular
invention. Finally, the result of the proposed rules will undoubtedly be a rise in the number of
appeals filed, a great concern to inventors particularly considering that the Board only recently
successfully reduced its own backlog of pending cases.

Proposed Rules Regarding Claim Examination

Amgen is also concerned that the PTO’s proposed rules regarding claim examination will not
further the agency’s goals of reducing backlog and improving patent pendency. First and
foremost, there is no assurance that an arbitrary limit on the number of claims in an application
will meet the PTO’s goals. In industries with complex technology like biotechnology, claim
strategy helps to inform the examiner of the scope of the invention. Often, such a strategy is
necessary to clearly set forth the metes and bounds of the invention. In biotechnology related
applications that contain a multiplicity of separately patentable inventions, ten claims are clearly
not enough to capture all the described inventions. If these proposed rules were adopted, it
would be critical for the examiners to issue restriction requirements first before the claim
limitation was imposed.

The Proposed Rules Raise Questions Regarding The Presumption Of Validity Of Patent Claims

The PTO proposes that only the independent claims and dependent claims designated by the
applicant (limited to a total of 10 claims) will be examined against the prior art. The remaining
dependent claims will only be examined for compliance with 35 U.S.C. §§ 101 and 112. These



proposed rules raise significant questions about the presumption of validity of patent claims.
This change will likely result in an increase in the litigation surrounding these claims, ultimately
undermining their value to the patent holder.

The Proposed Examination Support Document Exposes Inventors To A High Degree Of Risk

The examination support document provided for in the proposed rules is also an invitation to a
plethora of pitfalls for inventors and will not be used. The proposed rules provide that more than
10 representative claims may be examined only with the concurrent filing of an examination
support document. The examination support document requires inventors to perform a pre-
examination search and to report the results of that search to the PTO.

The requirement for an examination support document improperly shifts the burden of
examination to the applicants. In addition, the requirement places applicants at an unfair risk of
inequitable conduct allegations once they attempt to enforce the patent. For example, litigants
will likely claim that the search was inadequate, that certain limitations were omitted or
improperly searched, or that the search was performed too early in an effort to avoid certain art.
Finally, the requirement that the search encompass any disclosed features that may be later
claimed is nearly impossible for an applicant to successfully fulfill, as it is difficult to know all
the claims and claim limitations that may ultimately issue.

In sum, we submit that the limitation on the number of claims is artificial and will expand rather
than simplify the examination of complex applications.
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